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1. This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 436*.l(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 

that written opinions of this International Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a ^^^^^^^^S^L^^t 
tpfa a written reolv together, where appropriate, with amendments, before the expiration 01 j m ° a "f 
ot ^SmBSSSSSi the expiration of 22 months from the priority date, whichever expires later. 

For further options, see Form PCT/ISA/220. 
3. For further details, see notes to Form PCT/ISA/220. 
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Box No. I Basis of this opinion 



1 . With regard to the language, this opinion has been established on the basis of th e international application in the language in which it 
was filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original ^^^^^SmT " 
which is the language of a translation furnished for the purposes of international search (under Rules 12.3 and 23.1WJ. 

2. With regard to any nucleotide aud/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 

a. type of material 

I I a sequence listing 

| | table(s) related to the sequence listing 

b. format of material 

| | in written format 

| | in computer readable form 



c. 



time of filing/furnishing 

\ j contained in international application as filed. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 



3 n m addition, in me case 

U or furmS, the required statements that the information in the subsequent or additional copies is identical to that m the 
apiSonls filed or does not go beyond the application as filed, as appropriate, were furnished. 



4. Additional comments: 
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^ N. m Nnn-establishment of opinion W ith regard to novelty, inv entive step and industrial applicability 

1. Thequestionswhethertfaecl^ " * * 

industrially applicable have not been examined m respect of: 

| | the entire international application 
claims Nos. 2 in part. 3. 6-22 




because: 



| | the said international application, or the said claim Nos. 
an international preliminary examination (specify): 



relate to the following subject matter which does not require 



M the description, claims or drawings (indicate particular elements belov) or said claims Nos. 2in^Ml are so unclear 
that no meaningful opinion could be formed (specify): 



the extent 



are so 



inadequately supported by the description that no meaningful opinion could be 



| | the claims, or said claims Nos. 

formed. 

| | no international search report has been established for said claims Nos. . 

□ the nucleotide and/or amino acid sequence listing does not comply with the standard provided for in Annex C of the 
Administrative Instructions in that: ( i 

has not been furnished 
does not comply with the standard 
has not been furnished 
does not comply with the standard 



the written form 



the computer readable form 



HI the tables related to the nucleotide and/or amino acid sequence listing, if in computer readable form only, do not comply with 
the technical requirements provided for in Annex C-to of the Administrative Instructions. 

| | See Supplemental Box for further details. 
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Box No. V Reasoned statement under Rule 43 6/s.l(a)(i) with regard to nove^ inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 




YES 



NO 



Inventive step (IS) 




Industrial applicability (IA) 



Claims 1-2. 4-S. 23-24 
Claims NONE 



YES 



NO 



2. Citations and explanations: 

Claims 1-2, 4, and 5 lack novelty under PCT Article 33(2) SEE 
Vol. 62, 5770-5777. Aarts et al. teaches an avipox v^r^ch encode^A an^ iin mune responses and 

LFA-3 (Aarts et al., page 5770, abstract and page 5771). Aarts * ^ by teaching all the limitations of the 

antitumor activity following administration of the vector (Aarts et al., page 5775-5776). Thus, by teacnmg 
claims as written, Aarts anticipates the instant claims. 

Claims 1-2 and 4 lack novelty under PCT Article 33(2) as being anticipated by ^^^S^STS^SS^' 
194-201 . Scholl et al. teaches the generation of anutumor "^J^^^^^^S^a the limitations of the claims 
encoding MUC-1 and IL-2 to breast cancer patients (Scholl et al., page 195, and 200). Thus, oy teacnmg 
as written, Scholl et al. anticipates the instant claims. 

Claim 23 lacks an inventive step under PCT ^^ c ^^^?^j*2003 5> V^l S °4 Xw-l^iof StM^^^^^^^^^^^^^^^^' 
27-39 in view of ZAJAC et al. Human Gene .Then Number \™£™£UW151 ^ ^ ^ ^ ^ 

viruses encoding the breast cancer antigens MUC-1 and CBA, and me : ™™ a " a ' r^ ccin i a vector encoding 3 different tumor antigens 
(Schlom et al., pages 28-29). Zajac et al. supplement Schlom by *?* l ^™g°2?J2 J fa ^ same vector in 
(Zajac et al., page 1501, Figure 2). Zajac et al. provides motivation for ^^"S™"™ 1 * ^oaS 1498, column 1). Therefore, based 
order to circumvent antigen expression heterogeneity m ^^T^Z^^&Xomta modify the vectors taught 
on the motivation to express more than one tumor antigen m the same vector, it would have eeen oovious 

by Schlom et al. to encode both CBA and MUC-1 . 

Claim 24 meets the criteria set out in PCT Article 33(2)-(3), because the prior art does not teach or fairly suggest a single poxvirus 
vector encoding CEA and a wobbled MUC-1. 

Claims 1-2, 4-5, and 23-24 meet die criteria set out in PCT Article 33(4) for industrial applicability as me kits and methods can he used 
in breast cancer therapy. 



